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(1) Ingredients packaged together
with containers intended for the collec-
tion, processing, or storage of blood
and blood components.

(2) Urokinase products.
(3) Plasma volume expanders and

hydroxyethyl starch for leukapheresis.

[50 FR 7493, Feb. 22, 1985, as amended at 50
FR 21238, May 23, 1985; 55 FR 11581, Mar. 29,
1990; 57 FR 17997, Apr. 28, 1992; 58 FR 47352,
Sept. 8, 1993]

§ 314.445 Guidelines.
(a) The Food and Drug Administra-

tion prepares guidelines under § 10.90(b)
to help persons comply with require-
ments in this part.

(b) The Center for Drug Evaluation
and Research will maintain and make
publicly available a list of guidelines
that apply to the Center’s regulations.
The list states how a person can obtain
a copy of each guideline. A request for
a copy of the list should be directed to
the CDER Executive Secretariat Staff
(HFD–8), Center for Drug Evaluation
and Research, Food and Drug Adminis-
tration, 5600 Fishers Lane, Rockville,
MD 20857.

[50 FR 7493, Feb. 22, 1985, as amended at 55
FR 11581, Mar. 29, 1990; 56 FR 3776, Jan. 31,
1991]

Subpart H—Accelerated Approval
of New Drugs for Serious or
Life-Threatening Illnesses

SOURCE: 57 FR 58958, Dec. 11, 1992, unless
otherwise noted.

§ 314.500 Scope.
This subpart applies to certain new

drug and antibiotic products that have
been studied for their safety and effec-
tiveness in treating serious or life-
threatening illnesses and that provide
meaningful therapeutic benefit to pa-
tients over existing treatments (e.g.,
ability to treat patients unresponsive
to, or intolerant of, available therapy,
or improved patient response over
available therapy).

§ 314.510 Approval based on a surro-
gate endpoint or on an effect on a
clinical endpoint other than sur-
vival or irreversible morbidity.

FDA may grant marketing approval
for a new drug product on the basis of

adequate and well-controlled clinical
trials establishing that the drug prod-
uct has an effect on a surrogate
endpoint that is reasonably likely,
based on epidemiologic, therapeutic,
pathophysiologic, or other evidence, to
predict clinical benefit or on the basis
of an effect on a clinical endpoint other
than survival or irreversible morbidity.
Approval under this section will be
subject to the requirement that the ap-
plicant study the drug further, to ver-
ify and describe its clinical benefit,
where there is uncertainty as to the re-
lation of the surrogate endpoint to
clinical benefit, or of the observed clin-
ical benefit to ultimate outcome.
Postmarketing studies would usually
be studies already underway. When re-
quired to be conducted, such studies
must also be adequate and well-con-
trolled. The applicant shall carry out
any such studies with due diligence.

§ 314.520 Approval with restrictions to
assure safe use.

(a) If FDA concludes that a drug
product shown to be effective can be
safely used only if distribution or use
is restricted, FDA will require such
postmarketing restrictions as are need-
ed to assure safe use of the drug prod-
uct, such as:

(1) Distribution restricted to certain
facilities or physicians with special
training or experience; or

(2) Distribution conditioned on the
performance of specified medical proce-
dures.

(b) The limitations imposed will be
commensurate with the specific safety
concerns presented by the drug prod-
uct.

§ 314.530 Withdrawal procedures.
(a) For new drugs and antibiotics ap-

proved under §§ 314.510 and 314.520, FDA
may withdraw approval, following a
hearing as provided in part 15 of this
chapter, as modified by this section, if:

(1) A postmarketing clinical study
fails to verify clinical benefit;

(2) The applicant fails to perform the
required postmarketing study with due
diligence;

(3) Use after marketing demonstrates
that postmarketing restrictions are in-
adequate to assure safe use of the drug
product;
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